Device Description
Tha CHARITE™ Astificial Disc is @ weight-becring modular implant
consishng of ws erdaolates and one sliding core. Endplates are
slactess famooohat chromium clisy ond ore gvaiahls in
ne degrees of angulaton (porclel arc obliquel, A
an obligue endolete of the same size can be combined
The siding coras are

TR (6 1
cfthe CHARITE A

- GHARITE Artificial Dist Endplates

Dimensions . .
AP width Lateral width Angles Available
Size {mm} (mm) (degrees)
i 23 28.5 0.5 7510
2 25 31k 0.5 1.5 10
3 27 355 0,5 1.5 10
4 23 385 .5 15 10
5 31 424 5.8 75 10
Dicmeter R
Size N (mim} . Heighis Avaliable {mm)
i 22 75 85 95 105 115
Z 25 7.5, 85 95 105. 115
K 7 7.3 65 95 105 115
4 29 8.5, 9.5 105 115
§ 31 85 9.5 105 115
Indications

The CHARITE Antifizial Disc b Indicated for spinal crthroplasty n skele-
tailly mature patients with degeneiative disc disease (DDC) ot ona
level from L4-33. ODD s defined us discogenic back pain with
degensration of the dise confimed by patiant hlstory and redio-
graphic studies. These DDD patients should have ne mare than
Imem of spondylofisthask of the involvad level Potisnts recelving the
CHARITE Arificial Dise should have failed at least six months of
conservatve tregiment prior to implantoton of the CHARITE Artif-
cal Dise

Contreindications

The CHARITE Arifleia! Dac shoudid not be Impentad in patients with
the followling condlitions

aetive systemic infection or infection localzed to the site

ot impiantatlon

astacporasic

osteapenio

hony lumbar stenasis

allergy or senstivity to implant merterials

solated radicular comprassion syndromes, aspecially due to
disc hernigtion

Dars defect

Warnings

Correct plocement of the device s essential to optimal perfor-
manee. Use of the CHARTE Artificiol Disc should only be underaken
after the surgeon has become thoreughly knowladgeable about
spinal anotomy and biamechanics, has had exparanca with
anteror approach spinal surgenes: and has hed hands-on trgining
in the use of this device,

Caution

CAUTION: Fadaeral (USA) Law rashicts this device to sale by or on the
oidet ol @ physiclan (or properly licensed practittoner) who has
uppropriate traling or experience.

Precautions

To ensure corrsct and stakle jeining of the modular CHARITE
Artificicl Dise components. ensure that the comblnation dimensions
ore congruant.
To prevent damage to the beoring surfaces ond ensure a salid
ossembly, clean each componant with sterile liquld before jolning to
ansure that blood or other debris is not frapped within the assembly,
The safety and effectivenass of this device has not bean established
o potiants with e following conditicns hwe o more degenarative
dses. morbid obesity. pregnancy. spondylelisthesis greater than
3mm, or 'wo oF more unstable segmeants.
Pati tion 3 extremely important in selacting potiants far an
Ime o fae can e of extreme impércnree 1o
ououpetion ¢revivity, o
m, or drug cbuse, and
five 30058 fikye
! i ot the tme of mplon-
ration that the expected usefu! lite of the device Is substantiatly
decreased.
Correct selaction of the appropriate Implant size Is estremely impor-
rant 1o assure the placement and function of the dse,
Surgical impiants must never be reused o: relmplanted, Even
though the device oppears undamaged. it may have small defects
and internal stress patiems that may lead to early breakage.

Use oseplic technique when removing tha CHARITE Artificial Disc
compenents from the innemost packeging.

Use care when handling @ CHARITE Anfficial Dise implant to ensure
that it doas not corme In contact with objects thot couid domage
the impiant. Exercise care to ensure that implantotion instruments
do not contact the highly polished arficulating surfaces of the end-
plates. Damaged implants ore no lenger functionolly refloble,

DePuy Spine CHARTE Adificlal Disc components should not be used
with componants of spinal systerns from other manufacturers.

Fatients shoukd be instructed in postoperative care precedures and
should be advised of the importance of adhearing 16 these proce-
dures for sutcesshul reaiment with the device.

Dua to the proximity of vascular ond neurclogic structures to the
implantation sita, thera are risks of serlous or fatal hemarthoge and
nisks of neurclogic damage with the use of this device. Serous or fatal
hemaorrhage may occur If the great vessels are eroded ot punc-
tured during implantation and are subsequently damagsd due to
bragkage of Implants, migration of impiants, ot if pubatiie erosion of
the vessels cceurs bacause of close apposttion of the Implants.

Adverse Events

The following complicatlons were repored during o randomized,
multecenter cinical study of 205 patlents treated with the CHARTE
Arificial Disc for the approved indication Istad in this pockage insert.
The following table lists complications that ocewred in > 1% of
CHARME subjects.

Afvarse Evants for CHARITE from The Rasdomized, Mulk-center Clinicel Study
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Artificial Qise:

« Mechonicd falure of i9s device
due he derding of breckogs
resuting inloss of GsG height:
Sxpndsion of retromudsion, poter
tcly cousng pain, pordysis,
YOSCUAOE OF newrclogic Skamage.
spinGd cord impingenment of
darmiage. o other condittons:
Imeiont breckage.
+  Reoperation tue 1o macharicd
eckdown of the device or if the
imglantafion proceduwe fals to
resoive the patlant’s syndrorme:

+ Change Inlordosis:

Injury 10 kichnays of ureters;
Detertoration In newrologle stothus;
Foret joint detedorafion:

« Spondyiohyss;

+ Spondyioisthasts:

Nerve camage chue 10 surgico!
reuma o presence of the
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Paralysis.
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vessels arwi/or mphatic

Auid enudiation;

Frocture of bony structures; ord,

+ Death
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Clinica! dota were colected to evoluate the salety ang effective-
ness of the CHARITE Artificial Dise s cempored to the conitol
device (o commercially avalable interbody fusion system). The pur-
posa of the study was to demanstrate the non-inferlarity of the
CHARNTE Adtificial Disc to an nterbody fusion system. To qualify for
arroiiment In the study, patlents met all the inclusion criterla ang

none of the exclusion criterla listed in the following tabls:
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fach pate g remain n the stegy for 24 monhs o ol
ment Tolal study duration was comprised of the pretreatment. irtre-
operative, ond immadiate postoperative perlods, folowed by eval-
ugtions ¢t & weeks, 3 months, 8 months, 12 manths, and 24 menths

satety of the CHARITE Artificial Disc was ossessed by monitoring int:a-
cperative ong postoperative complications, inciudirg infection,
triGmocss, dise migration, ond disc subsdencs, as wedl Gb re-opers-
fion and cther cdverne events. Rodiographs were used to monitar
the occurrence of some of the adverse events ang complications.
including subsidence of the davice into the adjacent disc. other
changes in fhe Implant, and spinal instabilty,

Efficacy of the CHARITE Arificial Disc wos nssessed primaily by a
sucsess crteria comprisad of: level of disablity (Oswestry Low Back
Disability Index (OB, neurclogical assessment (Functionaf Status)
and inferanation from odverse event data. The elements of the suc-
cess criteria were selected 1o minimize investigator blas. The patient
completed tha ODlindependently and a blinded evaluator graded
the Functicnal Stotus. The patential for investigator bios was alse
minimized In the secondary and other andpoints by use of patient-
completed evaluations: Visual Analog Scale (VAS) for back paoin,
§F-26 Yo assess quality of ife, and a series of patient satisfaction ques-
tions. Al radicgraphic endpolnts were avaluated independently by
a core lnboratory and raviewed by an Independent radiologist.

To be considarad an ovarall success, a pottent must have hod: an
improvemen? of of least 25% In the QDI score ot 24 months com-
pared to bosellne. no device fallures requinng revision, re-opargtion.
ot removel; absence of major complications, defined a3 maijor blood
vessel Injury, neurcloglcal domage. or nerva root Injury; and mainte-
nance of improvemant In, neurological status ot 24 months, with no
new permanant neurclogical deficits comparsd to bassline.

The sponsor considered the study ¢ success if the Overall Success
rates of the two treatmant groups were non-inferior, 1., the differ-
ence in Ovarall Success rates (l.e., non-Inferlority margin) is no
greatar than 15%. However, FDA requested thot the dota also be
onalyzed and reported using: 1) an improvement in the ODI 215
polnts af 24 months comparad to the score at baseling; and 2) a
non-inferforty margin of 10%.

While nef statistically significant, the operative 1ime and mean
blocd loss for the subjects wha raceived the CHARITE Artificial Disc
weta lower than tha control group, Subjects who recelved the
CHARITE Arfificky! Dise wete discharged from the hospita! on aver-
age In 3.7 doyt compared 10 4.2 days In contro! subjects.

Characleftic. . [ CHARTE 8
Number of subjacts enroliea | 208 i %%
Level fused of implanted

Lang [ stoow | 320m

LE/51 [ b [ & EEm
Total surgery fme (min}

Meon (5td; 116.8 (47.66) 114 G (67,853

Madian 99.0 876

Min, Max 42.0.300.0 40.0, 4100
Estimated blood toss {c6)

N 200 kil

Meon (5td) 206 G(211.70) 208.9 (283 ?5)

Medlan 150 ¢ 100.0

K4in, Mox 10.0, 1500.0 200.2000C
Curation of Hosphaization

N 204 99

Mean a7 42

5td, Dev. 1.18 199

Medion 40 40

Min, Max 101 20,18

‘he primary effectivenass andpoint of this study was the difference
n proportion of Overall Success between the two reatment groups.
The success stotus of subjects was summarzed by treatment group
using counts and percentages. The follewing table comparas the
success rates for the individual primary owicome parameters for alf
randomizad subjects as well as the CGverolt Success rates, using
both the sponsor’s and FDA's ODI success criteria. Primary endpoint
data wete colfected and analyzed 24-months after surgary.

The onalysls population which was used to assess these endpoinds
consisted of all randomized subjects whe completed ak evaluations
at the 24-maonth tima polnt, regardiess of when the 24-month mea-
suremants occurrad.

Chatbesmiistie Chab_,_ [ Contror | - Chartedi=: |2 Gontrel
Humber of SUbjects (compialers) 1w | 8 84 | 81
CGewas'ry store from bose’ ne

Myt BOImpHCanons &
Suocoss T ez ooy | 60 %) | 182 199%) | 80 (99%)
Hourolopion! deferiotetor 1
Success

Trer 1) [ 77 (95%) [ 187 1% | 17 (95%)

et Sucoess Pote 117 4%y | 45700 [ 107 1583 | a4 (84%)

Dewice lolires requiing ravisior. recpasation, of rernaval

 Wksjon compiications dnfined as malot wessel Injury, rewclogicnl domoge, nenve root
Inkury. of dealh.

3 Sl deterionation. sigtificant deterorction. of mixed respora ot 24 menths

The 90% one-tided confidencs Intervol Indicates that the overalt
success rate for the CHARITE Arificial Disc is within the nonrinferdortty
margln, regardiess of which set of study success criterla are used.
Secondary endpoints comprised measurements of:

components of tha primary endpeints

(OD! and nautological scores)

pain, using a visual analog scale (VAS)

quaiity of ifa, using tha Short Form-36 Questionnalre (SF-36)

dise haight, using a standord loterc! radiegraph

migration of the device

« 1adlolucency for CHARITE Artificial Disc subjects

All of tha results from the secondary andpoints at 24 months indi-
zate tha non-infsriofty of the GHARITE Artificlal Disc group 1o the
control gioup.

Vertebrali range of motion (ROM) in degrees ot the opetative lavel,
determined as the differance in Cobb measurements between
dynamic flexion/extension lateral radiogrophs, was determined ot
3,6, 12, and 24 months. Mean ROM for CHARITE Artifickal Dise sub-
jocts was 5.0, 6.1, 6.9, and 7.5 degress at 4. 4, 12, ond 24 months,
respectively, Mean ROM for control subjects was 2.4, 2.1, 1.5, and
1.1 degrees of 3. &, 12, and 24 months, respactively.

DA requested that the sponsor previde @ histegrom showing the
range of ROM values recorded for all randomized CHARITE Anificied
Dlsc subjects at 24 months. This histogram used values obtained by
rounding recorded ROM for each subject to the nearest intager.

Nt of SubiNGs

?V! L) ll‘l! 1274 18 18 17 18 18 20 2)
Dagrees of Mation

Histogram of CHARITE ROM ot 24 Months

FOA oo onolyzed ROM data versus O ccas outcomes for
all CHARITE Arificial Dise sublects with Jle ROM dota of 24
rmonths, No statistically significant assockaiwr was found between
ROM and success/falure ot 24 months.

identification of radiplucency and jongltudinal ossificatlon was
complated for CHARME Arificial Dise subjects only. Rodlslucency
was identifiec for | (1%) subject at 12 mon?hs and 2 (1%) sublects at
24 months. Longitudingl ossification was identified for 1 (1%). 3 (2%).
7 {4%) and 11 {6%) sublects at 6 weeks,  months, 12 months, and 24
months, raspactivaly.

How !

The CHARITE Adificial Disc componants are supplied prepackaged
and sterlle. The integrity of the packoging shouid be checked ‘o
gnsure that the sterlity of the cantents s not compromied. Remove
implants from packoging, vsing aseptic tachnique, only cfter the
cofrect size has been determined.

Conformance to Standards
A

,‘
3
;
7

ins are manufactured o
crre LT clia s t0 ASTM F-75 The Siicing Cares gre
monutfocturad fram ultra-high molecutar weight poiysthylene
(WUHMWPE) and cobolt chitomium alioy that conform to ASTM F-648
and ASTM F-1058, raspectivety.

Device Rehievol

Should |t be necessary 1o ismove a CHARITE Adificlal Dlsc, please
contoct DePuy Spine to receiva instructlons regording the dota cokb-
lection, inciuding histopathological, mechanica! and adverse
event intarmation.

Plaase note that the artificlal disc should ba retrieved as carefully as
possible In ordar to keep the Impiant and surrounding tissue Intoct.
Also, plaose provide descriptive Information cbout the gross
appearance of the devica in slitu, s welt o8 descriptions of the
ramoval methods, 6.9.. intact or In pleces.

Limited warranty aad disclaimer: DePuy Spine products cre sold
with @ limited warranty to tha orginal purcheser agalnst defects
in workmanthlp and moterials, Any other expreas or Implied
warranties, including warranties of merchantabllity or fEness, are
hereby disclaime,
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DePuy International, Lid.. St. Anthony's Rd., LEEDS 1511 80T, England
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SYMBOL TRANSLATION
MATERIAL ]
CATALOG AcroFenThottun = M
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wer ) Aomium/Pore = AP
BununRodel = BR
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aee use ar
ERGLEUSE | INETRUCTIONS Foom = _E
FOR USE g
Q| A A
ATERLIZATION BY aTERLATION By | PolTMCorbon Fiber Compasle = F/C
IRRADIATION ETHYLENE OXIDE Sokeys Sl = 5
Sk ST = S
[T EEMELT Scies SkelBotumfos = SBR
Soiniess ShwPrancic = S
Sioiniess SwePiale = $P1]
Sioniess = 3Rl
iz R eam s * SXA
STERLE NON-STEXLE MADE W Thenwom Mns“mmnm =5
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L] Toaumad s Aloys T
e [ER) Sokvets SaiRocsl = SR
Potrotafin RubdstTAzium Akgy = R/T
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